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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 15 
January 2009 has been entered. 

Status of the Claims 

2. Claims 1 , 5, 6, 54 and 55 are pending and are examined. Claims 2-4 and 7-53 
have been canceled. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 54 and 55 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The specification as originally filed does not 
provide sufficient support for the limitation of the "epoxy-activated insoluble support is 
not cross-linked" or the support being agarose. It is noted that applicant points to the 
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specification at example 1 for support for non cross-linked support which teaches 
sepharose 6B. However, the originally filed specification does not specifically teach that 
the sepharose 6B is non cross-linked and does teach non cross-linked epoxy activated 
supports. Furthermore, the specification does not specifically teach an agarose support 
and therefore does not provide sufficient support agarose supports. Additionally, any 
claim containing a negative limitation must have basis in the original disclosure. See 
MPEP § 2173.05(1). In this case the original disclosure only recites a support of 
Sepharose 6B and does not specifically teach non cross-linked epoxy activated 
supports. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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4. Claims 1 , 5 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Grahnen et al. (The preparation of Ligandin with Glutathione-S-Transferase Activity 
from Porcine Liver Cytosol by Affinity Chromatography on Bromosulphophthalein- 
Sepharose, 1977, Eur. J. Biochem., Issue 80, pages 573-580) in view of Spring et al. 
(US 5,643,721 ) further in view of Degen et al. (US 5,567,61 5). 

Grahnen et al. teach an apparatus comprising an insoluble support (sepharose 
column) having a ligand consisting of bromosulfophthalein attached thereto, which is 
capable of being bindable to albumin, without being exposed to albumin (pg. 574, 
section: Preparation of Bromosulphophthalein Affinity Column). Grahnen et al. fail to 
teach the ligand attached to the support via an epoxy linkage. 

Spring et al. teach ligands attached to an agarose substrate by an epoxy linker 
may be an agarose substrate (col. 5, lines 50-55), in order to provide a mixture that 
dries in a film form on the surface to which it is applied. 

Degen et al. teach a ligand having a hydroxyl group (col. 12, line 46) attached to 
a polymer support via an epoxy linker (col. 12, lines 41-47) and therefore teach 
attachment of a ligand that is epoxy-activated (epoxy linker activates the support, col. 
13, lines 44-46), in order to provide attachment of ligands to a polymer substrate. 

Therefore it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to include in the apparatus of Grahnen et al., an epoxy 
linkage between the ligand and the agarose support as taught by Spring et al., in order 
to provide a simple method of attaching ligands having a hydroxyl group to a substrate 
by way of a spontaneous covalent attachment as taught by Degen et al. Degen et al. 
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do not specifically teach a bromosulphophthalein ligand being attached to an agarose 
support. However, Degen et al. teach that epoxy linker attachment is advantageous for 
ligands having a hydroxyl group and Spring et al. teach that an epoxy linker is 
advantageous to link ligands to an agarose support. Since bromosulphophthalein 
comprises a hydroxyl group, Degen et al. teach the epoxy linkage would be a simpler 
and advantageous method of attachment of bromosulphophthalein to a substrate, and 
Spring et al. teach that it would have been obvious for the substrate that the epoxy 
linker attaches to, to be an agarose support. Therefore an epoxy linker is 
advantageously used to attach the ligand to the agarose substrate of Grahnen et al. 

With respect to claims 5 and 6 and 25-27, Grahnen et al. teach that the insoluble 
support is contained in and supported in a column (affinity column with 
bromosulphophthalein as a ligand, pg. 574, section: Preparation of 
Bromosulphophthalein Affinity Column; and pg. 575, right column, last 2 paragraphs). 
5. Claims 54 and 55 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Grahnen et al. (The preparation of Ligandin with Glutathione-S-Transferase Activity 
from Porcine Liver Cytosol by Affinity Chromatography on Bromosulphophthalein- 
Sepharose, 1977, Eur. J. Biochem., Issue 80, pages 573-580) in view of Spring et al. 
(US 5,643,721 ) further in view of Degen et al. (US 5,567,61 5), as applied to claim 1 , 
and further in view of Travis et al. (US 4,093,612). 

Grahnen et al. in view of Spring et al. further in view of Degen et al. teach an 
epoxy-activated insoluble support having a bromosulfophthalein ligand attached thereto 
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without being exposed to albumin, wlnerein the support is cross-linked sepharose (pg. 
574), but do not teach the support being non cross-linked. 

Travis et al. teach a support for removing albumin (col. 2, lines 13-19) wherein 
the support is agarose in the form of either packed sepharose (grades 2B, 4B or 6B) or 
cross-linked sepharose (grades 28, 4B or 6B) (col. 3, lines 26-32), in order to provide 
removal of albumin from a fluid. 

Therefore it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to include in the device of Grahnen et al. in view of Spring 
et al. further in view of Degen et al., an agarose support that is not cross-linked for 
binding albumin as taught by Travis et al. One having ordinary skill in the art would 
have been motivated to make such a change as a mere alternative and functionally 
equivalent support technique and since the same expected binding function would have 
been obtained. The use of alternative and functionally equivalent techniques would 
have been desirable to those of ordinary skill in the art based on the economics and 
availability of components. 

Response to Arguments 

6. Applicant's arguments with respect to the rejection of claims 1,2,4,6 and 24-27 
under 35 USC 103(a) over Sjoholm et al. in view of Spring et al. further in view of Degen 
et al. have been considered and are persuasive and the rejection has been withdrawn. 

7. Applicant's arguments filed 15 January 2009 regarding the rejection of claims 1-6 
and 24-27 over Grahnen et al. in view of Spring et al. further in view of Degen et al. 
have been fully considered but they are not persuasive. The rejections of claims 2-4 
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and 24-27 have been withdrawn in light of applicant's cancellation of these claims. 
Regarding claims 1, 5 and 6, applicant argues that Grahnen et al., Spring et al. and 
Degen et al. do not teach an apparatus for binding albumin. Applicant's argument is not 
persuasive because the claim is drawn to a product that is a device and such a 
limitation of binding to a certain analyte is drawn to intended use of the device and does 
not provide any additional structural limitations required for the device to perform the 
intended use. A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. The device of Grahnen 
et al. in view of Spring et al. further in view of Degen et al. teaches the structural 
elements required by the claim and is therefore capable of performing the recited 
intended use. 

Regarding the rejection over Grahnen et al. in view of Spring et al. further in view 
of Degen et al., applicant further argues that Grahnen et al. specifically teaches that the 
sepharose must be cross-linked because Grahnen et al. state that when the 
bromosulphophthalein was treated without Sepharose CL insignificant changes were 
seen in the ultraviolet and visible absorption spectra. However, this passage does not 
teach away from using non cross-linked sepharose because the passage does not state 
that the treatment is performed with the non cross-linked Sepharose 4B only. The 
passage implies that the bromosulphophthalein was performed with no Sepharose at all 
to produce the less desirable results. Furthermore, if a column is formed with only the 
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non cross-linked sepharose, all disclosures of non-preferred embodiments must be 
considered. In re Nehrenberg, 126 PQ 383. In re Boe, 148 PQ 507. In re Mill and 
Palmer, 176 PQ 196 (CCPA 1972) . In re Simon, 174 PQ 1 14. /n re Lamberti et ai, 192 
PQ 278 (CCPA 1976). Since the column is formed with the non cross-linked 
sepharose, such a column reads on the rejected claims. 

8. A new ground(s) of rejection is made in view of applicant's new claims 54 and 55 
requiring an epoxy-activated support that is non cross-linked agarose. The new ground 
of rejection is made over Travis et al. teaching the functional equivalence between 
cross-linked and non cross-linked sepharose, which is an agarose. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELANIE YD whose telephone number is (571)272- 
2933. The examiner can normally be reached on M-F 8:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Melanie Yu/ 

Patent Examiner, Art Unit 1641 



